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FREEDOM OF INFORMATION SUMMARY

1. GENERAL INFORMATION:

ANADA:

Sponsor:

Generic Name:

Trade Name:

Dosage Form:

How Supplied:

How Dispensed:

Amount of Active
Ingredients:

Route of
Administration:

Species:

Labeled Dosage:

Indications for Use:

200-202
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Phoenix Scientific, Inc.
3915 South 48* Street Terrace
P.O. BOX6457

St. Joseph, MO 64506-0457

Ivermectin Oral Liquid

PhoenectinTM Liquid for Horses

Oral Solution

100 mL Bottles

Rx

10.0 mg/mL

Oral

Horses

200 mcgkg of body weight (1 mL/110 lb (50 kg) body
weight)

PhoenectinTM (ivermectin) Liquid is indicated for the
effective treatment and control of the following
parasites or parasitic conditions in horses:

Large Strongyles:
S[rongylus vulgaris (adults and arterial larval stages)
S.edentatus (adults and tissue stages)
S.equinus (adults)
Triodontophorus spp (adults)
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Small Strong-jdes - including those resistant to some
benzimidizole class compounds (adults and fourth-stage
larvae):
Cyanthostomum spp
Cylicocyclus spp
Cylicostephanus spp

Cylicodontophorus spp

Pinworms
(adults and fourth-stage larvae)
Oxyuris equi

Ascarids (adults and third- and fourth-stage larvae)
Parascris equorum

HairWorms (adults):
Trichostrong@s axei

Large-mouth Stomach Worms (adults):
Habronema muscae

Bets (oral and gastric stages):
Gastrophilus spp

LungWorms (adults and fourth-stage larvae):
Dictyocaulus arnfteldi

Intestinal Threadworms (adults):
Strongyloides westeri

Summer Sores caused by Habronema and Draschia spp
cutaneous third-stage larvae.

Dermatitis caused by neck threadworm microfilariae,
Onchocerca spp.

Pioneer Product/ Eqvalan@ Liquid for Horses (Iverrnectin)

“Listed Product: NADA 140-439 (Merial Ltd.)
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2. TARGET ANIMAL SAFETY and DRUG EFFECTIVENESS

Under the provisions of the Federal Food, Drug, and Cosmetic Act, as amended by
the Generic Animal Drug and Patent Term Restoration Act, (53 FR 50460, December
15, 1988, First GADPTRA Policy Letter) an abbreviated new animal drug application
(ANADA) maybe submitted for a generic version of an approved new animal drug
(pioneer product). New target animal safety data, drug effectiveness data, and human
food safety data (other than tissue residue data) are not required for approval of an
ANADA. An ANADA approval is based on a demonstration that the generic product
is bioequivalent to the pioneer product.

Ordinarily, the ANADA sponsor shows that the generic product is bioequivalent to
the pioneer. If bioequivalence is demonstrated through a clinical end-point study,
then a tissue residue study to establish the withdrawal time for the generic product is
also required. For certain dosage forms, the agency will grant a waiver from
conducting an in vivo bioequivalence study (Fifth GADPTR4 Policy Letter: 55 FR
24645, June 18, 1990; Bioequivalence Guidance: 61 FR 26182-26186, May 24,
1996).

Based upon the formulation characteristics of the generic product, Phoenix Scientific,
Inc. was granted a waiver from conducting an in vivo bioequivalence study for
PhoenectinTM Liquid. The generic and pioneer products contain the same active and
inactive ingredients and are oral solutions.

3. HUMAN SAFETY:

Human Safety Relative to Food Consumption:

None required as PhoenectinTM Liquid is intended for use only in horses. The labeling
includes the statement, “WARNING: Dot not use in horses intended for food
purposes.”

Human Safety Relative to Possession, Handling, and Administration:

Labeling contains adequate caution/warning statements.

4. AGENCY CONCLUSIONS:

This is an Abbreviated New Animal Drug Application (ANADA) filed under section
512(b)(2) of the Federal, Food, Drug and Cosmetic (FFD&C) Act.

Safety and effectiveness for this generic animal drug, PhoenectinTM Liquid, were
established by demonstration of chemical equivalence to the pioneer product,
Eqvalan@ Liquid for Horses (NADA 140-439, Merial Ltd).
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This generic product and the pioneer product have identical labeling indications for

use in horses. The route and method of administration of the two drugs are identical.
Both drugs are administered orally. The generic and pioneer products contain the
same active and inactive ingredients. Therefore, in compliance with FDA policy
implementing section 512(b)(2) of FFD&C Act in vivo bioequivalency studies were
not necessary nor required.

This ANADA satisfies the requirements of section 512 of the Act and demonstrates
that Phoenectinm Liquid, is safe and effective for its labeled indications when used
under it proposed conditions of use.

Attachments:

1. Generic Labeling:

Package Insert

Bottle Label

2. Pioneer Labeling

Package Insert

Bottle Label

Carton Label



,,.

J1- -1-

Indlcatlom: For the Ireatnw”t and
control ot hrqa strOnOYiec. vm.11 NOC59130.SSC-01
Wxtgyles. hw.utmns, piw.xms,
roundworms (aaearld%). Imesti”d
threedworms. i.rgWncwth stom,ch

7

PHOENECTIN7M
worms, bets, hmgworms, summer
W& and cutan.ous onch.x.r. (ivermectin)

Uquld for Horsas

Rocommendod Doss 200 mcg of
lvormemin PCr klbgram 191 !_i?+#b)
01 body weight Each rIIL amt.lm
Sufficient Ivermufln to tram 110 lb
(W ko) of bcdy WOI hc 10 rnL WNI

twest ● 11C4lb WOO g} home.

Sea packaoe Insert for c.ampleta
Indkaticm%●nd ws dlroctlons.

s0M19 n... 3.s7s

M No.

E+ Data

Ibnqfmrlnl

Illl!lL
1

FORVETSnlNARY uSE ONLY
-F,#OdlWAllm .,, ariCmWO~IJ
-*.. ti+d. -.—

AUK!A 1-.S02. Awrwd by FDA

NET CONTENTS: 100 mL

Pre.axlon%

y%%’%%%%% <

Caut!.m PHOENE131NWiNwwIC.Clh)
W@ M bem fonn”l,td specimal~
fOt H h h3n05 on~. lllis fldti
should cat b Usd h Ofhw wlblml
qwcbs m cavwo advms msctimw,
Mud’ fatalilbt h *% mayrcsun.

7Refr8hm smo!drtoaufost~ +m
mmg. W@!hmd$Bffuuse.Avoid
MntsclWbh,yas.
snplhbsnd bllti~outofktw
math 01Cfli@M,
Stem h o tighfw c&ed ccofalners!
mum tempermvr.. Prowl PHOEN-
ECTIN~ hmnedid uquid lmdilutad
or dikitdf hill 8QIIL
Mmufmcmd b

1Phmnh S&m’,.. Ine
St.Josoph,MOs4S0S

-----

LABEL: PHOENECTIN 100 mL PANEL LABEL

SIZE: 1.875” X 5.0”

PAITERN VARNISH: ‘Es

COLORS: black red

1UNWIND #: _

Date approved:
——---—--—-—-7——— ----

/?#,



-?-.*

I

PHOENECTINw (ivermectin). Reinfection, and measures
for its prwenticm, should alao be considered.

Special consideration should be givan to tha affects or
potential for injury from handling, rascraint, and
placament of the tuba during administration by stomach
tuba. PfiOENECTIN’M (ivermectin) Liquid shoufd be
adminiatarod by drench if the fisks associated with
tubing are of concern. Due m the cotwaquences of
improper administration (also see Oosage and
Administration), PHOENECTINIM (iiermectinl Liquid is
intended for use by a veterinarian only and is not
recommended for dkpensing.

PHOENECTfNTu fivermactin) Liquid in 1 to 20 and 1 to 40
dilutions with tap watar has been shown to be amble for
72 hours under the condition$ recommended for tha
product (i.e., at room temperature, in a tightly closad
container, protected from light). The dilutad product
does not promote \he grovnh of common organisms.
However, prolonged storage of the diluted product
cannot be recommended. as the affecra of DOSsible
contaminants and intafactiom with untested materials
are unknown.

PACKAGE INFORMATION
PHOENECTIN~~ (ivarmectin) Liiuid for Horsa.s Is
availabla in a 100 mL plasric bottle. Each bottle contains
sufficient ivermecrin to treat 1O-EOOkg (1 100 lb) horses.
Contents may be poured into a graduated cylinder for
dose measurement. Alternatively, a claan syringe maybe
insened dkactly into the bottle to draw off the
appropriate dose.

7

Bets [ore! and gastric stages]:
Gasfropfdtus Spp

Lunwworrns
{adults and fourth-stage Iarvaek
Dicfyocaulus arnfieldi

Intaatinal Thmsdworms
Isduksfi
Strongy)oides wsteri

Summer Sores cauaed by ffabronema and Dr,sschia spp
cutaneous third-stage larvae.

Dermatitis csused by neck threedvvorm microfilariae,
Onchocams sp.

DOSAGE
PHOENECTIN’U (ivermeccin} Liquid for Horses is
form ulated for administration by stomach tube
(naaogastric intubationl or as an oral drench. The
recommended dose ia 200 mcg of ivermectin per
kilo~ram (91 mc@b) of body waight. Each mL contains
sulftcient ivarmectin to lreat t 10 lb (50 kg) of body
weight 10 mL wdl treat an t 100 lb (500 kg) horse.

AOMINISTFfATtON
Use a calibrated dosing syringe inserted into the bottla to
measure the appropriate dose, of pour the
PHOENECTINTW (ivermactin) Liquid into a graduated
cylinder for dose measurement, Uae a clean ~ringe if
acceaaing the bottle to avoid contaminating the
remaining product.

Administration by stomach tube (grav”hy or positive
flow]: Tha recommended dose can be used undilvted or

3
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Precautions:
...

b

Residue Warning: Do not use
in horses intended for food
purposes 4

Caution PHOENECTIN’M (ivermectin)
Liquid has been formulated specifically

for use in horses only, This product
should not be used in other animal
species as severe adverse reactions,
including fatalities in dogs, may result.
Refrain from smoking and eating when
handling. Wash hands after use. Avoid
contact with eyes.
Keep this and all drugs out of the
reach of children.
Store in a tightly closed container at
room temperature. Protect PHOEN-

ECTIN7M(ivermectin) Liquid (undiluted
or diluted) from light,
Manufactured by
Phoenix Scientific, Inc.
St. Joseph, MO 64506

ANAOA 2C0-202, AppfOVad by FOA

PHOENECTINm
(ivetmectin)

Uquid for t$oraea
10 mg per mL

Ff3ffVETEBINAftYIKE ONLY

CAUTiON:
Fsderal (U.S.A.) law rastttcts this drug to use by oc on tha
order of a licensed veterinarian.

lNTRODUCTfON
PHOENECTIN’W Iiiemsecrin) Uquid for Homaa haa been
formulated for professional administration by stomach
tuba or oral drench. Ona few-volume doss is effective
against important internal parasites, including the
anarial stages of Strongyh w/garia, ard beta.

Ivermecdn is a,~nta.ti peraaitii agent whose ctremicai
struccura is d! arant from tfroaa of other ardiperashii
aganta. fts convenience, bmad-apecrnrm efficiency and
@~W mar9in, make PHOENECTINW tivermacdn) Liqutd
an rdeal parawte mntrol pfodwt for homes

PRODUCT DESCFtlPTtON
tvefmaain is derived from the avmssectina, a family of
potent, brosd-spectrwn am”~awttc agents, which ara
molamd from fermematbn o Srrsptomyces awrmitilis.

PHOENECTINm (iiermactin) Liquid ia a claar. ready-to-
usa solrdims with aach mL containing 1% Wnsec.lin (10
mg), 0.2 mL propviane glycof. SO mg pofyaorbsts W, 9

- mg sodium phosphate monobaaic monohydmte, 1.3 mg

1

enlarged

diluted up to 40 timaa with clean tepid water (see Notes
to Veterinarian). Lfsa tepid watar to flush any drug
remainiwg in tha tube into the hws4s stomach.

Admlnistratfon by drandc For administration by this
method, an undiluted doss is usually praferred. Clear the
home’s mouth of any food material, elsvate the horse’a
hsad, and wing a syringe, dsrmait the appropriate dose
in the back of the mouth. In ordw to avoid unnacassary
coughing or the potentiat for material to anter the
trachea and lungs, do not use axcessive prasaura
(acfvining), do not uae a fsrga (diluted] dose volume, and
do not deposti the dose in tha laryngeal area. Increased
&se rejection may occur if the doss is deposited in the
buccal a aca. Keep tha horse’s head alwated andRobssrve t e horsa to insure Iha dose is ratained.

SUGGEST2D PARASfTE CONTROL PROGRAM
All horses should be included in a regular parasite
cmstrof program with paniculer atrandon being paid to
mares, foais and yearlings. Foals should be treatad
initialiy at 6 to 6 weeks of age, and routine trrsatmant
re sated aa appropriate. PHOENECTINrm (ivarmactin)

rof eCCiVelYCOtItrOlagastrointestinal nematcdas a“d bets
m horses. Regular treatment will reduce the chances of
varminous aneritis and colic caused by S. wlgaria. Wkh
its broad spectrum, PHOENECTfNm (ivemsecrinl is well
suited to be tha major product in a paraaita control
program.

MODE OF ACTfON
Ivermactin, one of the avermetins, kills ceftain parasitic
roundworms and actopsraaitse avch as mites and lice.
Tire svernsaccins ara drffafsim in thair action from other

4

MStipWaddC agents, This action invoive$ a chemical that
aetves as a Stgnai from one nerve cdl to anothar, or from
a nerva celt to a muscle ceil. This chemiosl. a
neurocrensminer, is cslfed gamtna-amimfxdyric acid or
GABA.
In roundworms, ivarmectin atimutates the raieasa of
GABA from nerve endings and enhancaa bindiag of
GAaA to apncial receptors at nerve junctions, thus
interrupting newe impulses - thereby paralyzing and
killing the psrawta,

The enhancement of tha GASA effscc in anhropods such
aa mites and lice ressmbles that in roundwrma except
that nerve impulsas ara interrupted between the nersa
amiing and tha musda COILAgain, this Iaads to paraiyais
and death,

The principef paripherd naurotransmitrer in mammals,
acecylcholine, is unaffactad by ivermectin. h’ermactin
&ea not readily psnetrate the cemral nervous system of
mammals whara GABA furwcions aa a neurotranamitter,

SAFETY
PHOENECTIN~ (hmrmectln) Liquid may ba used in
horaaa of all a~es including maras at any stage of
pregnancy, :tall!ons may ba traatad without adwrsaly
affacrmg them fenitity. These froraaa have @n treat~
vnth no adversa affects other than those noted under
Noms to Vetednsrian.

b

Rasldua Wsmlng 00 not uss
in hcrrsaa intanded for food
purposes,
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acdum pfsosphma dibaaic anhydrous, 1 mg bucyfated
hydroxytoluene, 0.1 mg disodium edatate, 3% benzyf
alcohol and watar for injection q,s. ad 100%.

PRODUCT lNDICATfONS
PHOENECTfNrU (iiermacsin) Liquid is indiatad for the
adfacdva treatment and ccmtrot of !ha following parasites
or paraaftic conditions in horses

Large Strongyfex
Strongylus VUI aris fadufta and arterial /awa/ a?ages)

IS.edanmtcm (a @ and tissue stages)
S. equinus (adults)
Triodontophorus soo (aduf&)

Smslt Strongyles - including thosa resiacam to some
benzimidszofa class compounds [adults and founh-stage
larvae):
Cyathostomum $pp
Cykxydus Spp
Cylicostephanus spp
Cyficodontophorus app

Pfnwmms
ladulra and fowth-stage Iarvaek
Oxyuris equi

Aacwlda (adufts and third-and fourth-sage Iawaek
Parasceria equomm

Habwomsa (aduftsk
Trichoatrongyfus axai

Imgemauth Stomach Womsa
(aduimk
Habronema muscsa

2

PRECAUTIONS
. caution PHOENECTIN~ (ivermeccin) Liquid haa bean
formulated specifically for use in horses only. This
product should not be usad in othar animal species as
savera advarse reactiass, including fatalities in dogs,
may raault.

. Refrain from smoking and eating when handling, Wash
hands after use. Avoid contsct with eyaa. Keep this and
all dregs ord of the reach of children.

. Store in a tightly closed container at mom temperature,

. Protect PHOENECTiNru liiermectin) Liquid (undiluted
or diluted) from fight.

ENVIRONMENTAL SAFEIT
S\u&es in$cale that, when Iyermactin comes in contact
wtth the sod, N readdy and t}ghrfy binds to the soil and
becomes inactive over time. Free ivermectin may
adversely affect fish and canain water-boma organisms
on which thay faed. 00 not contaminate fakea, streams,
or ground waler by ~recr application or by improper
disposal of drug cnntamere. ?mposa of drug conminar in
an approved Iandftfl or by incmer.ation,
NOTESTO VETERINARIAN
Sweflin arsd itching reactions after treatment with
PHcJEN/CTIN~ [ivermeain) have occurrad in horses
canying , heavy infections of nack threadworm
mlaofdanae, Onchocerca sp, Thesa reacciona were most
Iikafy the raactft of microtilwiae dying in large numbers.
Symptomatic treatmant maybe advisable.

Healing of aummar aorea involving estensive tissua
changae may require other therapy in conjunction with

6
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DOSAGE AND ADMINISTRATION:

EQVALANe (lvermectin) Liquid for
Horses is formulated for administration
by stomach tube (nasogastric intuba-
fion) or as an oral drench. The recom-
mended doss ia 200 mcg of Ivermectin
per kilogram (91 mcgllb) of body
weight. Each mL contains sufficient
Wermectin totreatl10 lb (50k9) of
body weight; 10 mL will freat an 1100 lb
(500 kg) horsa.

See package insert for complete indi-
cations and use directions,

Store in a tightly closed container at
room temperature. Protect EQVALAN
Liquid (undiluted or diluted) from light.

Lot No& Exp Date T

o MERCK
A@Oivision
Msfck& Co.,Im.
Rahwsy,NswJsrsey 07(S54912,U.SA.

.Tay., - . . . . . . . . . . . . :; ,.. : ..,.;. . . > .>-,.

Irtdicatlona: For the traalman! and control of large

&

FOR VETERINARY USE ONLY Pracauftons:
stron yles, small stron~es, hairworms, pinwomrs,
mm cfms (ascsrids), intestinal threadworms, lsrge- WARNING Oo not use In horses htarsfad fer

moulh stomachworms, W, furwwOrms,summerwas

m

a
and CutaiweusOrlchacerdasls. CAUTION EOVAIAfF @arrnwdn) fJ@d has bean IeJ-
Recommended Dose: 200 mc of ivermectin per mulsfadspecificallyfor use In fmraesenfy. This pmdud

fl&&a%”~frfifO#W# dbedywa4gM
!4 ram 9, rncglb)of~weig~t. EadrmLcanfafr!s

mn)
should not be used in other animal ap@ea es severe
advww readons, !dudng fsfafii in dog+ may mauff.

See package insert fo+ cemplefe Indicalione and usa :$$”2:::TJs”&~,~’”” Ws$h
Srlrechs. Liquid for Horses
Us. Pat. 4,199,5s9

K- thle and all rfntga ord of fhe mash e4chlfdran.
M* in U.SA 10 mg permL Slora in a tigh desed centskw at reem temperature.

EQVALAN REG TM MERCK & CO., kc f%OtaciEwJINUquti(”ndihlad.@fedlkcm GghL
LotNo&&p Dafe7

s~Ec!!K~p#

Csutlem Federal (LEA.) !aw rest$ctsthii dmg to use
by or on the order of a I&sad vetednadan.

~ MERCK&lvatc+isin
100 mL Product 25877 wkao.k.

WWY.NHMI%YIIM3$CS1 ZU.SA
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Each mL mntaina 10 mg ivarmactin,
0.2 mL propylene glyml, 80 mg poly-
sorbate 80, 9 mg sodium phosphate
monobasic monohydrate, 1.3 mg
sodium phosphate dibaaic anhydrous,
1 mg butytated hydrosytoluene, 0.1 mg
disodium edeta!e, 3% benzyl alcohol
and purifkl water q.s. ad 100%.

Precautions:

m

CAUTION: EQVALAN@ (ivermectin)
Liquid haa been formulated specifically
for uae in horaea only. This product
shouid not be used in other animal spe-
cies aa severa adversa reactions, in-
cfuding fatafifies in dogs, may result.

Refrain from smoking and eating when
handling. Waah hands after use. Avoid
contact with eyes,

Keep this and ell drugs out of the
reach of children.

I IIII I
3 0373-258770 3

I
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INDICATIONS:

E@/ALAN@ (ivermectin) Liquid provides effectiva con-
trol of the following parasites or parasitic renditions in
horsea: Large Strongylea — adults and artarial larval
stages of Sfrongy/us vulgaris, adults and tissue stagea
of S. eden fatus, adults of S. equinus and Triodon.
fophorus spp: Small Strongyles — including those ra-
sistant to some benzimidazole claas compounds (adults
and fourth-stage larvae) — Cyafhostomum app,
CyficOcyc/us spp, Cy/icOsfepfmnus spp, Cy//codOn-
fophorus spp: Pinworms (adults and Iourth-stage Iar.
vae) — Oxyuris aqui; Aecarlds (adulta and third- and
fourth-stage larvae) — Parascar)s equorum; Halr-
worms (adults) — Trichosfrongyfus axei; Large-mouth
Stomach Worms (adufts) — Habronema muscee; Beta
(oral and gastric stagea) – Gastrophi/us app; Lung-
worma (aduits and fourth-stage larvae) — Dicfyocau/us
amfieldi; lnfesllnal Threadworma (adulta) — Strortgy-
/oides t+esferi; Summer Sore$ caused by Habronenra
and Draschia spp cutanaous third-stage larvae; Der-
matitis caused by neck threadworm micro filariae,
Onchocarca sp.

ENVIRONMENTAL SAFETY:

Studies indicate that when ivarmecfin comes in contact
with the soil, it readily and tightly binds to the soil and
bemmes inactive over fima. Fraa ivermectin may ad-
versaiy affect fish and certain water-bane organisms on
which they feed. Do not contaminate Iakea, streams, or
ground water by direct application or by improper dis-
posal of drug containers. Dispose of drug container in an

a!wOved landfill or by incineration.

U.S. Pat 4,199,569 Ma& in U.S.A.
EQVALAN REG TM MERCK & CO,, INC. 83S39
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